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ABSTRACT

Global competition has become of an issue of survival , companies
have been forced into re-evaluating how they do business

. Quality is a focal

.

point of IS09000 certification as well as global standardization This project
examines and assesses the impact of IS09000 and if it will

be a viable

means of entry into the European market in the 21st century . The paper will
examine other quality standards and if they alone will be adequate to
compete

globally
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CHAPTER ONE

Statement of the Problem
Since 1 ~ 0 9 0 0 0 ' s 'introduction on the global trade circuit there has
been great differences of opinion on how effective or even h o w fair it is.
Many have claimed greatly improved quality standards while others claim it
has little to do with quality. If IS09000 standards are only concerned with
processes then there could be some truth in the statement that it has little t o
do with quality. If a company starts out with a inferior product then
improvements with the processes will in fact not improve the end result. On
the other hand if IS09000 forces quality as an issue based on the end
product then perhaps the costly and tedious process itself would be worth it.
To further complicate matters the European markets hardly recognize U.S.
companies with IS0 certification , yet, companies are being forced t o
compete with the certification as a requirement. This research paper will
determine if this will indeed be a legitimate requirement in the 21st century
or if it is an attempt at managed trade.

A. Introduction to IS09000
I S 0 is the International Organization for

Standardization, and it's

objective is to promote the development of standards, testing,

and

certification in order to encourage the trade of goods and services.* There

' IS09000 is a quality management system which is globally applicable.
IS09000 A Comprehensive Guide to Registration, Audit Guidelines, and Successful Certification,
Hutchins, Greg, chapter one page 3.

are ninety-one countries represented, each with it's own standards body.
The American National Standards Institute (ANSI) is a standards organization
that facilitates the development of consensus standards in the U.S., it does
not however, develop or write standards. What it does provide is a forum for
industries andlor product groups to get together and establish consensus
and develop a standard.

There are over 180 technical committees in IS09000, they cover a
variety of industry sectors and products. The American Society for Quality
Control (ASOC) administers the U.S. Technical Advisory Group (TAG), which
represents its views to the international IS0 technical committee. The U.S.
TAG t o IS0 Technical Committee 176 consists of quality experts that work
with the international committee t o draft, revise, and word IS09000 quality
assurance and quality management documents.

3

a. Definition of IS09000
There are five different series of standards to IS09000 that
deal primarily with quality management and assurance. The following is a
brief explanation of each one:
1. IS09000

-- specifies requirements for quality systems,

it is the basis for

all the other IS0 certification programs, it is globally applicable and is
considered to have the highest common-denominator quality criteria.

2. IS09001 -- certifies within companies their quality systems from
beginning t o end of a product

-- development cycle (design to service).

The product design element is quickly becoming a critical criteria with
companies who rely on error free products.

ibid.

3. IS09002 -- this applies to companies with already existing products that
have been marketed, tested, improved, and approved. The criteria here is
on production and installation, these companies build on what is in place
by focusing on improving existing quality systems and maintenance. It
does not apply to new products.

4. IS09003

-- the comprehensive quality system does not necessarily apply

here, this is designed more for commodity type suppliers. The final
product inspection and testing are the critical criteria.
5 . IS09004 --this is the quality system elements and guidelines.

IS09001/9002/9003 are all contractual and require certification
through registration, the terminology used is in the "shall" language.
IS09004 and other IS0 documents give recommended quality actions or
guidelines, the terminology under this series is the "should" language.

When the time comes to make the decision to apply for IS0 registration the
functional criteria are broad. The following list should be considered when
the selection is being made to help chose the right

-

Design process capability
Design maturity
Production -- process capability
Product or service characteristics
Product or service safety
~conomics~

"IS09000: Quality Management and Quality Assurance Standards - Guidelines for Use, "
Geneva, Switzerland. 1987 . p . 4 .

b. Definition of aualitv
Quality is defined as:

"

The totality of features and characteristics of

a product or service that bear on its ability to satisfy stated or implied
needs." In simple terms it means making or doing something right
consistently in accordance with the requirements needed.

B. Historv of IS09000
IS09000 is a evolution of existing and highly recognized quality standards. It's
origins are traced directly to the military quality standard developed in 1963 , MIL-O 9858A

. It can also be linked directly to NATO's quality standard
standard

, AQAP 1 , and the British quality

. BS 5750 .

Almost every recognizable quality system in the world comes from these standards

.

The military standard MIL-Q has been used as a template for many commercial businesses ,
particularly the regulated industries such as safety , health , aerospace , and nuclear

. It was

.

used t o assess a company internally and it's suppliers quality system This type of
standard requires periodic auditing

.

By the end of the seventies , several European countries had developed quality

.

.

standards They were fashioned after NATO AOAP 1 Britain had developed it's own
standard which it published in 1979 , it was called BS 5750 . It was clear by then that the
global marketplace wasn't as large as one might of hoped for

. This led to realization that

.

the standards currently being used had to be meshed together Thus, IS0 was formed , it's

.

technical committee , TC 176 , was to develop an international series of quality standards

-

Various representatives from I S 0 member nations were gathered to first identify
and then draw up quality criteria that would be usable and acceptable to all the countries

.

It's objective was not t o create another type of award such as the Malcolm Baldridge
National Quality Award , which signifies world-class quality by highscoring companies ;the
goal was t o develop a sufficiently high hurdle

-- some call it a minimum threshold -- that

most companies could exceed . It was almost a highest common denominator of existing
quality standards , one that would provide customers assurance of a quality product

.

The United States follows the same groundrules as IS09000 The American Society
for Quality Control ( ASQC
176

administers the U.S. Technical Advisory Group ( TAG ) to TC

. The publications from ASQC are virtually the same standards as IS09000 and are

listed under the designation of Q90 to 0 9 4 . The differences between the American
application and the European application is clear

. In the United States

, quality standards

have mainly been driven by individual corporations and the military . In Europe ,the
government is much more involved

.

Most of the industrialized nations have adopted "harmonized " versions of IS09000

. Maybe because of national pride , these nations have renamed IS09000 with their own

.

designations For example , Britain still refers to IS09000 as BS 5750 . Table 2-1 lists the
various nations who refer to IS09000 by their own designation

.

'IS09000 A Comprehensive Guide to Registration ,Audit Guidelines ,and Successful Certification,
Hutchins ,Greg, Chapter 2 page 71.

. Harmonized Versions of IS09000
________________-__--------------------------

Table 2-1

Nation

Standard

________________--_--------------------------Australia

AS 3900

Belgium

NBNX 5 0

Canada

CSAZ 299

Denmark

DSlEN 29000

France

NXF 5 0

Germany

DIN I S 0 9000

Hungary

M I 18990

India

IS 10201

Ireland

IS 3 0 0

Netherlands

NEN IS0 9000

New Zealand

NZS 5600

Norway
South Africa
Spain

NS 5801
SABS 015 7
UNE 66900

Sweden
United Kingdom

SS IS0 9000
BS 5750

What IS09000 has done is force the industrialized nations into agreement on what
are or should be quality requirements . It has created an agenda to be followed and

.

documented and assures businesses on both sides of the ocean what can be expected The

whole concept behind IS09000 was to strengthen the bonds between the countries in a
shrinking market

.

IS09000 has changed with time and will be further discussed in chapter five
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CHAPTER TWO
LITERATURE REVIEW

A. GLOBAL STANDARDIZATION
Standards have been used for years to communicate requirements, establish
common units of measurement, facilitate interchangeability and

,

interoperability, enhance product reliability, and simplify products.=
Ancient civilizations used standards in construction, many of which
can be seen today. Look at the pyramids in Egypt or the cathedrals all over
Europe and the Greek ruins all of these structures adhered to building
standards. Standards were originally developed to assure and simplify
productivity. As we approach the twenty-first century, international
standards will be a major factor in global trade, national competitiveness,
and a company's profitability.
C o n c e r ~ t sand P r i n c i ~ a l s
The definition for standard put forth by The National Standards
Policy Advisory Committee is: "A prescribed set of rules, conditions, or
requirements concerning definitions of terms; classification of components;
specifications of materials, performance, or operations; delineation of

Hutchins, Greg Global Standardization. IS09000 A Comprehensive Guide to Registration, Audit
Guidelines, and Successful Certification 1993 .47.

procedures; or measurement of quantity and quality in describing materials,
products, systems, services, and practices."'
The major part is a heavy emphasis on a prescribed and accepted set
of rules. Most often these rules were developed in the areas of public safety
and health. During the nineteenth century standards were developed in the
boiler, fastener, and fire industries t o help prevent catastrophes from
occurring (boiler explosions, for example ,devastated entire towns and
resulted in thousands of deaths) and protect the general well-being of
society.
Today's society has seen the disasters at Chernobyl, Three Mile
Island and the Challenger, not to mention the scariness of ozone depletion,
carcinogenic foods, and product failures. Government has been forced into
regulating and getting more involved in business activities. The public
interest is the stepping stone needed to propel government action.
Along with safety and the health aspects, technical standards have
their place and purpose, here are a few :
improving product and process quality
reducing product liability and litigation
communicating requirements to stakeholders
establishing common objectives
communicating complex information in a simple, structured manner
promoting compatible methods for testing products
standardizing parts for production
There is great difficulty sometimes trying to maintain the integrity of a
product. Not only does a company need to rely on its own personnel and in

7

"What Is . . . a Standard? (New York: The USA Standards Institute),p.l

some cases manufacturing quality, it must also rely on outside suppliers.
There is very little a company can do t o control a supplier, particularly if they
are located great distances away. Aside from 100% inspection of everything
brought in ,a company can communicate what they require by their
drawings, specification sheets, policies, and procedures. This would apply to
internal manufacturing as well as external suppliers. The clearer the goal and
requirements of a company are the greater the chances of improved quality.
Technical Standards
Technical standards are part of global trade language. General
Agreement on Tariffs and Trade (GATT) signatories have pledged t o ensure
that "technical regulations and standards are not prepared, adopted, or
applied with a view t o creating obstacles to international trade." The
standards code for GATT was applied to the U.S. Trade Agreements Act of

1970 which enforces federal agencies covered under the Act to follow these
rules:
not engage in standards activities that are prepared, adopted or applied to
create, or have the effect of creating, unnecessary obstacles t o foreign trade
of the U.S.;
ensure that imported products are treated no less favorably than
domestic products;
use international standards, if appropriate, as a base for developing new
standards;
develop standards based on performance rather than design criteria, if
appropriate; and

allow foreign suppliers access to their certification systems on the same
basis as access is permitted t o domestic suppliers.'
Technical standards can be used to alleviate the restrictions that are
imposed on trade today. Countries have created trade barriers and no one
knows if this will ever change. By creating globally accepted technical
standards the chances are they would have t o change.

U.S. Standards D e v e l o ~ m e n t
There are currently about four hundred U.S. standards-making
organizations, between them they have either developed or adopted over
thirty thousand voluntary standards. This number does not include federal,
state, and city procurement specifications, codes, rules, and other
regulations.g
These groups include trade associations, professional societies, generalmembership organizations, third-party certifiers, and consortia of standard
developers.1°
Generally, when the U.S. government has been involved with
standards the concentration has been in areas of public welfare. They would
include health, environment, safety, and consumer protection. There has also
been a surge in the Occupational Safety and Health Administration (OSHA),
Food and Drug Administration (FDA), and Environmental Protection Agency
(EPA) regulations. Most of these have been generated by public demand but,
was voluntary. Very much like what the EC has tried to develop, the U.S.

8

U.S. Department of Commerce, International Trade Administration, The Tokyo RoundAgreements:
Technical Barriers to Trade. Vol. 4. Washington, D.C., September 1981.

9

M. Breitenberg, The ABC's of Standards-RelatedActivities in the United States (Washington, D.C.:

Superintendent of Documents), May 1991, p.1.
Office of Technology Assessments, Global Standards: Building Blockrfor the Future (Washington,
D.C.: Superintendent of Documents), 1992, pp. 49-51.
'O

has devised standards that would be widely understood, adopted, and used.
Companies had and still have the option of developing products to existing
standards.
Not every standard has remained voluntary. In the case of boilermaking and pressure vessels the adopted and most recognized standard is
the American Society of Mechanical Engineers (ASME) code. This has
become a national standard or a de facto world standard.
Over the last hundred years the United States was able t o influence
the world around them into adopting their standards. This has alienated
many and now the tables are turning. The last decade has seen resistance t o
U.S. standards and in turn its input and control over international standards
has been very limited. Countries are beginning to develop their own
standards and want very little to do with the U.S.
Consensus among standards stakeholders has been the key concept
driving U.S. and EC standards development, Consensus is reached when
most of the concerned individuals agree on the major issues and good-faith
efforts have been made to resolve differences." Because there is more than
sixty members voting coming to a consensus takes time and patience.

Technical Committee 176
The Technical Committee 176 , the IS0 committee given the
responsibility of updating and developing IS09000 must determine when
consensus is reached. They must determine what are the critical issues and
what is to be done when votes are not unanimous. This brings up the
problems and advantages to the process. The standard is the work of an

" Hutchins, Greg,, Global Standardization, IS09000: A Comprehensive Guide to Registration, Audit
Guidelines, and Successful Certification,l993.p.54.

international committee that tries t o assuage many different political,
economic, and technical constituencies. A s such, some consider it as the
highest or the lowest common denominator quality standard."

The

committee has t o be sensitive t o the fact that the less developed countries
,predominately in the southern hemispheres, will be reluctant t o adopt
international standards like IS09000. Dr. Horacio Martirena, an independent
Argentine I S 0 consultant and a TC 176 member, sees the following
challenges or impediments t o global standardization:
I S 0 9 0 0 0 i s ostensibly a global standard. But is that really true! The following
factors endanger the "global" character of the standard:
control o f TC 176 secretariats
economic and motivation factors deter participation
language difficulties during discussions
language problems during translations
different levels of technical development
He feels that the larger more industrialized countries such as the U.S.,
Germany, Canada, and the U.K. hold too many secretariat positions in the
TC176 . This of course would mean the large number of other developed
and nondeveloped countries don't have as much influence on the TC 176.
He concludes that this may have t o do with t w o things: 1. personal
expenses incurred during traveling and attending all the meetings are high,
and 2. it still seems unclear t o many delegates what global standardization
means.
The official language used during sessions is English and only at the
final stages are the documents translated into French or Russian. This

'' ibid.

creates problems for the non-English speaking delegates. The translation of
the final document are then performed by people who were not present
during the TC 176 session. Therefore accurate reflection of the idea behind
each IS0 requirement may not occur.
Because of different technical development in each country, a
unintended noneconomic barrier to trade may occur. Mr.Martirena worries
that less developed countries would never be able to catch up.

To further complicate matters, the standards organizations within the
United States don't always see eye-to-eye. There is conflict between ANSl
the self-designated U.S. national standards development organization in IS0
and the American Society for Testing Materials (ASTM), the American
Society of Mechanical Engineers (ASME), and the Institute of Electrical and
Electronic Engineers (IEEE). ANSl isn't fully accepted by other major U.S.
players and in some international standards communities. Only about eightyfive hundred or 25 percent of all nongovernmental standards have been
screened and approved by ANSI.'~
ASTM's position, also reflected by other U.S. standards-related
organizations, is that: "ASTM would become solely a feeder of U.S.
consensus standards and positions into ANSl for blessing as U.S. 'National'
standards and into IS0 for blessing as 'International Standards.' And, ASTM
might not even be able to play that limited role. If Europe and the U.S.
agreed to develop and require the use of IS0 standards in their respective

13

Ofice of Technology Assessment, Global Standards:Building Blocks for the Future (Washington,
D.C.: Superintendent of Documents), 1992,p.53.

markets. sales of ASTM standards. nationally, and internationally, might be
so eroded that ASTM could no longer support itself."14

Until recently, the voluntary consensus process of standards
development has worked well. With the competitiveness of the global market
though it doesn't fare as well. The U.S. isn't a dominate force in
manufacturing or design nor can it impose its views on the rest of the world.
Regional trading blocs, such as the EC, are developing their own standards.
Consensus can't keep pace with technology and this is creating a major
trade and competitiveness issue.
The Office of Technology Assessment (OTA), an investigative arm of
the U.S. Congress, stated that "among the dangers that the United States
faces today is a loss of competitiveness, due partially to a failure at
leadership in the international standards development process."'5
The OTA has put the standards issue in the middle of the
competitiveness debate. They were given the duty to determine how much
the standards affected growth and competitiveness within the U.S.
economy. The results were disturbing and challenging. OTA concluded that:
Standards help determine the efficiency and effectiveness of the
economy: the cost, quality, and availability of products and services: and the
state of the nation's health, safety, and quality of life.
In an information-based global economy, standards are employed
strategically as marketing tools and also to interconnect economic activities.

resident's Commission on Industrial Competitiveness. January 1985. Global Competition: The New
Reality (Washington, D.C.: Superintendent of Documents),Vol.2,p.23.
"W hat Is . . . a Standard? (New York: The USA Standards Institute), p.49.

U.S. voluntary consensus standards development process is not working
because of lack cooperation and trust.
Failure to bring American standards-setting organizations together and to
work out their relationship with the government is a very serious problem in
dealing with other nations in a world where economic welfare through
economic warfare are dominant policy issues.
Paralleling the lack of unity in the private-sector standards community is
a lack of coordination and policy making at the federal level.

U.S. government has tended to disregard or underestimate other
government's efforts to use standards as a means to expand business,
create market opportunities, or enhance trade opportunities.
Due process of accounting for all stakeholder views will become a global
issue because of the rapid advance of technology, shift t o a global economy,
the rise of user groups, and the government involvement.
The OTA recommended these changes was to form and develop a
rational for more government involvement. I t would be to position the U.S.
more favorably against the EC and the Japanese

.

EC Standards Develooment
The Europeans are now concerned with their economic well being
versus their military security. This has helped bring about the realization on
how important standardization is and more importantly how important it will
be. The EC's initial 279 directives or laws dealt with technical product and
process standardization issues. The standards were used to bring about
unification both technically and economically.
Countries have often experienced difficulty meeting special
requirements such as packaging, manufacturing and design when dealing

with other countries. This is sometimes referred to as an unlevel playing
field. Numerous U.S. and EC industries have imposed standards that are
biased in their favor.
To position themselves in new markets it was not uncommon for
countries like the U.S. to only buy products offshore that complied with their
own technical standards. This was allowed to happen in the U.S. because
for the last forty years it was the world's largest market. This is no longer
true, the EC has become the larger market and now expects other countries
to accommodate them. Although the EC has made reference to the fact they
will adopt or defer to international standards as often as possible.
The U.S. is concerned that they will not be allowed access to
CENICENELEC standards development. This could be used as a barrier
against market penetration. Recently, the U.S. government has requested to
be allowed a say in the development and standard-setting processes. This
causes problems since the consensus is reached at a much earlier date and
changes therefore are difficult to introduce or implement.
One difference between the U.S. standards policies and the EC's, is
even though the EC has a responsibility to it's citizens on health and welfare,
it's main objective is primarily in regulated industrial sectors. This in turn has
generated much support from the government.
The Europeans dominate the international standards groups. The EC
holds more than 70 percent of the IS0 technical committee secretariats.
Beyond this they also control the regional groups such as CENICENELEC,
third countries aren't even allowed to participate in this, they can only
observe. The influence the EC has can control the outcome of the IS0
committee's work.

The EC's goal is to create a harmony between countries on such
things as uniform technical rules for processing and products. To ensure that
all twelve EC member countries comply with on international or European
standards they are to follow what is called EC New Approach Directives.
These directives are not technical or product standards. There were t w o
originally formed; the first dealing with regulated areas in health, safety,
consumer, and environmental products, the second targeted nonregulated
areas. The EC then commissioned groups like CEN, CENELEC, and ETSl t o
develop or adopt existing standards. Once this has been done the EC can
check on manufacturers and companies t o make sure they are in compliance.
This is done by conformity assessment and it includes quality system audits,
product testing, or self-certification. No small task considering there are
millions of potentially affected companies
The big picture is t o include the entire world in which manufacturers
conform to one set of standards.

B. IS09000 Makinp the Decision

The Positive A s ~ e c t sof I S 0 9 0 0 0
Companies need to assess where they are going and how they intend
t o get there. One question that will inevitably come up is whether or not to
become IS09000 certified. This needs to be weighed with whether or not an
independent quality program will be sufficient if it follows the IS0 criteria.
IS09000 supporters claim numerous advantages to being IS09000 certified
and the following is a list of the more popular reasons:

lmproves overall competitiveness
Recognized worldwide
Provides access to markets
Enhances marketing credibility
Establishes production credibility
Serves as a global TOM model
lmproves internal operations
Creates uniform quality systems
lmproves supplier base quality
Avoids duplicative quality audits
Controls risks and exposures
Neutralizes competition
Living documents
Develops self-discipline
l m ~ r o v e sOverall C o m ~ e t i t i v e n e s s
Companies are facing tougher competition every day. Quality is the one sure
way to weed out companies that do not meet expectations and thus narrow
the competition. It's imperative that companies and service businesses make
quality a major goal. Beyond being a priority it (quality) must always remain
constant or be in a state of being improved. The customers satisfaction,
product innovation and continuous improvement are to be part of a
companies overall goal to increase competitiveness. These areas are not
entirely exclusive to a company, the suppliers also need to be following the
same benchmarking and quality programs or face being replaced by suppliers
who do. The bottom line is that globally other companies are concentrating

on quality and will continue to do so, if the United States is t o remain
competitive companies here must follow the lead which includes IS09000
standards.
Recoanized Worldwide
Products going into countries other than it's regular trading partners will
usually be held up in customs. Without proper documentation or approved
test data products languish in a sea of red tape. IS09000 registration, CE
mark and other recognized mechanisms can facilitate movement across
borders and expedite trade. The reason behind the EC unification was to
create an atmosphere of freedom for trading and limit the governments
involvement provided that the incoming product had been certified by a
recognized body. Proponents of IS09000 claim that the inevitable results
will be a global acceptance of IS0 registration sometime in the 1990's.
Provides Access T o Markets
Companies that have been successful in pursing the Deming Prize ,the
European Quality Award, or the Malcolm Baldrige National Quality Award will
routinely use these as a marketing ploy. In a overcrowded marketplace this
can make the difference between winning or losing. A company needs to
recognize if it's decision to pursue IS09000 certification is a marketing tactic
and if it is will the company be able to withstand the competition, devotion,
stamina and continuous need for improvement.
Enhances Marketina Credibility
Advertising can make or break a company's credibility. With IS09000 a
company is recognized as having a accepted quality program. Every year
IS09000 gains a little more global seal of approval and this can only enhance
a certified company's rating.

Establishes Production Credibilitv
More companies are moving south into Mexico. If a company can get it's
Mexican plant certified it would convey the same trust and assurance to it's
customers that any other certified company would. When a situation exists
such as a perceived quality problem with Mexican made products, then
IS09000 can alleviate these worries by knowing that the procedures are
standardized and conform to the quality standards set forth.
Serves A s A Global TQM Model
The guidelines for internal use are known as IS09004, which is on it's way
t o becoming the model for the other contractual ISO's llS09001, IS09002,
and IS09003).lf a company is IS09001 registered the next step to improved
quality would then be IS09004 guidelines.
lmaroves Suaalier Base Quality
The more suppliers that a company deals with that are I S 0 registered the
better the chances are of receiving first rate quality. When a company needs
t o comply with customer requests concerning quality standards, it would be
much cheaper and less time consuming if the supplier is registered and
listed. The customer could look it up themselves if they wanted to.
Creates Uniform Qualitv Svstems
Because military standards didn't face external competition it's quality
procedures remained static. This is no longer true and in fact military
contractors and even the more regulated companies are turning to IS09000.
What this means is there is a convergence of military, commercial and other
regulatory customer-supplier IS09000 registration initiatives. Globally there
is also a blending in of all the separate quality requirements into one.
lmaroves Internal Oaerations

IS09000 standards forces a company to document its quality systems,
processes, and procedures. This in turn will make a company look at the
way things are currently being done and identifies what needs to be
changed. The objective is to identify what is critical t o the customers
satisfaction. and then develop and monitor systems to achieve this. If the
company is being open-minded and honest they will find ways to improve
their operations.
Avoids Duolicative Quality Audits
On occasion a customer will want to audit a supplier. Chances are there will
be times when the same supplier will be audited. This can be costly and
redundant. This can be avoided if the supplier is IS09000 registered.
Controls Risks and E x ~ o s u r e s
Though being IS09000 registered will not guarantee that products are defect
free it does minimize the chances. This is a positive feature considering h o w
litigious society has become. With an extensive quality program in place the
customer has a sense of security and it may help you to avoid or minimize
damage claims.
Neutralizes Competition
Whether or not IS09000 is needed it can be used as a selling point and
regardless of how extensive your current quality program is it could knock
you out of the running. Very much like a college degree is used to screen
applicants in some cases so is IS09000.
Livina Documents
By 1996-97, IS09000 will most likely be revised. They would include quality
planning, continuous planning, and measurement. Setting procedures doesn't
necessarily mean the quality system is static. As time goes on improvements

will evolve and be reflected through improved operational methods as well as
new IS09000 requirements.
Develops Self-Discipline
IS09000 implementation is about doing the little things right. When a
companies focus is improving the little things then the larger things are
accomplished easier. It's absolutely imperative that a company consistently
follow all the mandatory procedures, standards, and practices.
All of these items are used as positive aspects of IS09000. Of
course there is always a negative side to everything. The next section in this
chapter will discuss the negative aspects.
The Neaative Aspects o f I S 0 9 0 0 0
For the most part,companies today , are short on money, time,
personnel, and other resources. In the pursuit of IS09000 registration all of
these are major components that cannot be bypassed. The standards that
were agreed upon by the "EC92 have been a failure. The fact that they
need to be voted on and only a few have been actually been put to vote
signifies there are problems. Essentially what this means is that the
certification in Germany may be useless in France, or Britain's certification is
not recognized in Spain. Worse yet is the fact that Russia and Italy are
seemingly not participating and Japan, Korea Taiwan, and China are only
"working" on a plan. The professed virtues of a certificate from the United
States can be rendered useless overseas. As time passes the chasm grows,
and the uniform standards are becoming fragmented and vague. Nationalism
still prevails and it is stalling progress. The following list comprises some of
the other negative aspects that have been recognized:
Increased government involvement

Political confusion
Overcertification
Adding cost, not value
Credibility loss
No guarantee of customer satisfaction or product quality
Hype and hoopla
a

Registration dismissal
Appearance of conflicts of interest
Variation in auditor quality
Differences in interpreting IS09000 standards
Documentation does not satisfy customers
Hindering creativity and innovation
Lack of understanding of purposes and goals of conformity assessment
No emphasis on continuous improvement
Overpromise and underdeliver

Increased Government Involvement
The U.S. government has a role t o play in the standards making issue. First
it (standards) is becoming more of a public-policy issue since it is dealing

with foreign trade and competitiveness. Secondly, stateside it can bring
together interagency standard development, cooperation, and
competitiveness. Last, the U.S. government can represent American industry
as a whole entity.
Political Confusion
Because of economic and political pressures the conformity assessment is
barely moving. The voting process is holding up EC economic and political
integration. Nations still have a protectionist attitude, trade flow can become

disrupted and result in further trade disputes. The U.S. conformity
assessment is using an industry consensual process.
Overcertification
In Europe practically every thing is regulated, this could easily happen in the
United States. The government here is becoming more actively involved in
areas of quality, with this will come an avalanche of requirements. The
concept of certification becomes overcertification and adds no value to the
end result.
Addinq Cost, Not Value
With all the paperwork that is required with IS09000 there comes a need for
resources. Some companies cannot afford to expend so much into this
process. Will this mean they will be shut out of the international market? Is
this a necessary evil or is it herd mentality where the perception is that
registration is mandatory? Many will disagree with the value added
conception.
Credibilitv Loss
The process itself is faulty, auditors are inconsistent, companies do not
follow procedures, and trust then becomes broken. There is no guaranteed
safeguard that the company which is chosen because of it's certification
upholds it end. Customers then become disillusioned. The EC member
nations also have a problem with the fact that not all the laboratories and
accreditors are credible.
No Guarantee of Customer Satisfaction or Product Quality
The most important thing to realize when considering whether or not to
pursue registration is that it' the quality system itself not the product that

gets registered. If you have an inferior product to begin with, chances are
that you can still have an inferior product after you become registered.
Hvoe and H o o ~ l a
IS09000 sometimes is perceived to be the ultimate in quality or
competitiveness. The problem right now is that there are millions of
companies worldwide, only a minuscule amount in the thousands are
registered, not many more than that are even aware of what it is. A
company as a whole needs to decide why they want to be registered, is it
for quality or do they think it will make them instantly competitive? As more
companies believe this (registration) will give them a more competitive edge ,
more will pursue it.
Reaistration Dismissal
It's unwise t o dismiss IS09000 and it may cause great harm to a company
that does. If IS09000 continues to be a requirement overseas, then the
companies that don't conform can pretty well bet they will lose business.
Some types of businesses have been specifically targeted and it's a foolish
company who thinks the rules won't apply to them. Business leaders have
got to be abreast of what is happening in their field and be prepared to deal
with it accordingly.
Aooearance of Conflicts o f Interest
Some auditors also serve as consultants during the preassessment period. In
some cases, particularly in small registrar companies it may be the same
person. They maintain that there's an independence of the two, but who
knows for sure.
Variation In Auditor Quality

Gresham's Law says: "Bad money drives out good money." Well, Hutchin's
Law of Quality Auditing says: "Bad quality auditors drive out good auditors."
One of the major problems within the quality-auditing community is the high
degree of variation in the auditor quality. A way to offset that is to have
uniformity in training, education, and implementation. There is a large
demand for quality auditors, but a very small supply. Because of this,
training may not be what it should and inexperienced auditors are put into
positions they aren't capable of handling. Even the Registrar Accreditation
Boards training and education program for becoming a lead auditor doesn't
fully prepare a auditor.
Differences In l n t e r ~ r e t i nIS09000
~
Standards
Auditors interpret the standards differently. IS09001 requires an auditor to
verify a company's purchasing system. The company may comply through
statistical process control charts or through inspection.
Documentation Does Not Satisfy Customers
A company's quality manual cannot be developed to strictly please
customers. The manual has to mean more than a showing of a quality
system in place.

hinder in^ Creativity and Innovation
Sometimes the paperwork and procedures involved with IS09000 cause an
imposition on those who are accustomed to freedom. Researchers and
development scientists don't want to be held back because of procedures
imposed upon them. This can create a stifling effect and thwart innovation.
Another major concern is when management andlor consultants write the
procedures in a vacuum without discussion with the workers. On the other

hand, by asking too many questions workers sometimes become paranoid
wondering why they want to know so many details of their job.
Lack o f Understanding o f Purposes and Goals o f Conformitv
Assessment
Again the company deciding whether or not t o pursue registration needs t o
evaluate why. They must also be constantly aware of the changes in
conformance requirements and which markets are being targeted.

No Emohasis on Continuous l m ~ r o v e m e n t
The auditing conducted for IS09000 does not promote continuous
improvement. There may be a Corrective Action Request issued but, this
does not extrapolate on how the problem should be corrected. Furthermore,
it does not investigate a customers satisfaction or continuous improvement.

A t best, all an auditor is empowered to do is check to see if the problem has
been corrected or investigate if the problem has reoccurred and assess the
internal quality auditing systems.
O v e r ~ r o m i s eand Underdeliver
There is a perception by some that quality auditing is the cure all. This can
create huge problems of credibility of IS09000 registration. Again, the
system is just that a system, if the product or service itself is lacking or the
company doesn't uphold their end then IS09000 will come t o mean nothing.
Many companies large and small never maximize the benefits of being
IS09000 registered. They go into a quality program only because they are
required to by the customer. Every company should be concerned with
undertaking a quality improvement program to enhance its business growth
and profits. In reality, however, this undertaking only begins after a
customer either suggests it or forces it. Unfortunately, most literature and

information is based on a large company scale. When a small business owner

(75 employees or less) cannot grasp the information to suit him, he most
likely won't pursue it.

A small company can begin a quality program on a small scale and gradually
build from there. Caution must be taken because for quality standards there
are no generally accepted practices. Each company must figure out for itself
what things specifically they can do to make quality improvement techniques
work for them.

The choice of what is best for any organization is complicated by varying
interpretations of contract or regulatory requirements among customers,
suppliers, and especially among international trading partners.
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The methodology used for this research project is qualitative
research. The research itself was derived from textbooks on the subject of

IS09000 and from recent periodicals dated from 1993 to 1995.It is
approximately a 75/25split with secondary data composing the 75%. The
primary data was gathered through one of AxelJohnsons subsidiaries and
through various suppliers I personally have dealt with and continue t o deal
with

on a daily basis.
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CHAPTER FOUR
DISCUSSION

It's clear that neither the United States or the European Community
can enforce standards that they themselves cannot implement within their
o w n borders. The United States needs t o get all the standards making
committee's together and create a goal that each one of them can work
towards. It would be foolish to think that taking on standards from another
country would work before this could be accomplished. The European
Community has the same problem. They expect other countries t o adhere t o
their standards when they don't even recognize each others in some cases.
This program may have been prematurely released t o the world to follow.
The EC would have had better results if they cleared up internal type
problems first.

The program itself is very ambitious and if it could eventually be
implemented it would simplify life for many people. Unfortunately, IS09000
has set itself up to be a failure. When people realize that IS0 doesn't truly
affect the quality of a product the allure will fade. Most small and mid-size
companies cannot afford the manpower, the money, or the dedication it
takes to become certified and remain certified.
With the proliferation of companies becoming IS09000 registered
comes the misuse of advertising. By and large most people believe that
IS09000 registration means an improvement in the actual product or service.
This misconception is directly attributed to misleading advertising and

marketing. In 1994 the IS0 committee in Geneva sent the message that it
would not tolerate the use of the IS0 logo andlor name for the purpose of
selling a product or service or give the impression that they have certified a
product or service.
The other major flaw with IS09000 is the way it is handled presently it is
managed trade. Countries are literally blocked out of certain industries and
IS09000 doesn't guarantee entry anytime soon.

CHAPTER FIVE
RESULTS
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Return on Investment

The British Standards Institute, a leading third-party assessor, estimates that
most registered IS09000 companies on average, have a 1 0 percent cost
reduction to produce a product. This they attribute to the quality programs
instituted. DuPont in addition to being IS09000 registered, has developed its
own third-party auditing service. The following benefits demonstrate what
being registered to IS09000 has done to the bottom line for DuPont at
various sites:
Achieved $3 million cost reduction at an electronics site.
Increased on time delivery to 9 0 percent from 7 0 percent.
Decreased out going non-conformance's to 150 parts per million (PPM) from
5OOppm.
Decreased the number of test methods to 1,100 from 3,200.
Decreased product cycle time to 1.5 days from 15 days.
Decreased operational costs by $750 million at one site via elimination of
unnecessary tasks. overtime reductions and job clarifications.
Increased first-pass yields to 9 2 percent from 7 2 percentq6

A publishing company in Michigan reports a 350 percent decrease in losses
as a result of procedures established as part of the IS09000 program.

In fact, registered companies report:
8 9 percent greater operational efficiency.
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Can I Not Afford It?(APICS-The Performance Advantage) September 1995,pg.48.

48 percent increased profitability.

76 percent improvement in marketing.

However, the returns aren't free. It is a major undertaking which demands
the investment of time, personnel and money. Management needs to
understand these investments and be willing to make a full commitment t o
them before they undertake the IS09000 program.

Genico Controls, Inc. in Montreal Canada had made the decision to become
I S 0 registered without fully realizing the impact of what was going to be
required. They knew that they were losing business to other companies that
were registered and because of that management rashly decided to
undertake the program. The decision almost cost them the business. Alan
Boulos, Senior Marketing Manager, reflects on the reasoning behind the
decision and says "The pressure to keep our customer base far outweighed
rational thinking. The money and time required was incredible and we were
not prepared for the total dedication required. In essence what ended up
happening was the program became an obsession and everything else
became secondary. The scariest part of all was that we actually lost
business and couldn't contribute any new business to being IS09000
registered." He further went on to say that its almost a process of
elimination. So many companies in the Canadian Provinces are IS09000
registered that customers will chose them even though they are a domestic
company with no need for IS09000. They equate the product with the
registration believing its a now superior product versus the processes
themselves being the only things improved.

A company needs t o understand that up t o a third of the time necessary t o

establish an IS09000 based system will be devoted t o developing and
creating the required documentation.

IS09000 requires only that you collect and assemble the information your
employees need t o know exactly how t o do their jobs and that the
information can be retrieved when needed. You also have t o ensure that only
the latest revisions on instructions are used.

Financial Investment

From a financial stand point, presidents and CEO's have been intimidated by
consulting firms who routinely overstate the cost of becoming IS09000
registered. The generally accepted figure is usually around $250,000. This
figure is usually enough to convince small and mid-size companies not t o
pursue registration.

It need not be. Companies can pursue IS09000 on their own. By creating its

o w n core team t o implement the program, usually a minimum of guidance is
required by a consultant.

There are ways to calculate the real costs. A company needs t o decide how
many people will be assigned to the IS0 team and how much time they will
be allotted. These t w o components then need to be calculated with the
activities required to establish and maintain a quality system, such as:

Documenting the quality management system
Developing new systems
Educating employees about IS09000
Defining job responsibilities
Maintaining the quality management system
Registration audits and surveillance visits

Associated costs will vary with each company. A major G.E. plastics site
budgeted $80,000 for its IS09000 registration program. After registration
was achieved in October 1992, approximately one-third of the budget was
spent on celebration activitiesq7

Cost of Oualitv

Companies regardless of size usually cannot calculate the costs of putting
out fires rather than preventing them. One way to do this is t o compute the
cost of quality. This will give you the basis for goal setting and measuring its
progress.

IS09004 guidelines urge the consideration of operating costs and external
assurance quality costs in determining the impact of a quality system on the

P 81 L statement.''
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There are t w o categories associated with the cost of quality, avoidable and
unavoidable. avoidable are the ones you want to eradicate. These costs stem
directly from poor quality. Unavoidable costs are actually desirable. These
costs are associated with ensuring quality work is done the first time. When
your unavoidable costs increase, the avoidable costs normally decrease.

Bottom Line Benefits

Companies need to be totally committed to IS09000 to the point of it being
a normal part of doing business. To the outside world a registered company
signifies the commitment to quality and the guarantee of consistent quality.

When a company is I S 0 registered and the program is implemented and
maintained properly it could bolster a company's competitiveness, increase
its workers skills, reduce customer quality audits, reduce product warranty
costs and most importantly self correct its internal process problems.

CHAPTER SIX
RECOMMENDATIONS
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I cannot conclude nor could Ifind conclusive evidence that being IS09000
registered will increase your worldwide marketability or competitiveness. I do
believe, however, that if companies used IS09000 registration procedures
that they would become more competitive based on better quality products.
The EC has created amongst themselves the largest single marketplace in the
world. The only way to penetrate this cocoon is not by being registered, but,
by introducing new products. As I mentioned before the EC is self sufficient
and in most cases won't be interested in an American product that isn't
unique.

It would be my recommendation to all companies small, medium and large t o

look inward and assess the present way things are being done. Determine
what your quality or lack thereof costs are and document what needs to be
done to correct them. While this is happening other departments need to
critically assess the procedures in place and document the problem areas.
When this review process is over the management team has to decide what
issues to tackle first and what they intend on doing about it. The most
important thing here is the commitment of the management team. If they
don't "Walk the Talk" neither will anyone else. By correcting your internal
shortcomings you will become more competitive almost automatically and
your bottom line should also go up automatically.

IS09000 is being challenged by big multinationals such as Hewlitt-Packard
and the "Big-3" in Detroit. Because of the inflexibility in the IS09000
program companies like these are creating their own versions of IS09000
and are submitting them to the committee in Geneva. The methodology used
in their programs are IS0 but allow for more tailored needs. If they are

successful in getting the committee to change the program that signifies to
me that the program won't last. Too many variations will cause what was
originally to be lost. Like the big multinationals, companies have to
concentrate on tailoring a quality program that will work for them. This will
in effect save money on both the cost of unnecessary registration and the
avoidable costs of poor quality. Most organizations are recognizing that as
long as a program is in place and adheres to some kind of paper trail that
that is usually enough to satisfy any requirements.

I firmly believe that by the turn of the century IS09000 will be replaced by a
program that is more attainable by companies worldwide. It will probably be
a consortium of business people from around the world that will devise the
program. It will tear down the barriers that have existed and truly create a
free market. With this program I also envision brokers and customs to be
unnecessary. The trail of paperwork will no longer be required, thus, making
international trade just trade. The tariffs and taxes should be eliminated.
Every country will basically have the same playing field to work from.
Granted the more industrialized countries will have the upper hand when it
comes to deciding what is to be included in the program, but, that would
have occurred no matter what.

Unless a company is absolutely forced into becoming registered I would not
bother to do it. I would put all my effort into improving the quality of the
company and try t o maintain as many standards that are recognized as
possible , but, I would not be held hostage to a committee that probably
wouldn't recognize the effort anyway. The EC has effectively created
managed trade by using the guise of free trade.

DEFINITION OF TERMS

ANSl - Acronym for American National Standards Institute; nonprofit
standards development
organization; IS0 member.

-

Auditor Also called quality auditor or quality assessor; person qualified t o
conduct quality systems audits.

-

CENlCENELEC CEN is an acronym for European Committee for
Standardization; CENELEC is an acronym for European Committee for
Electrotechnical Standardization; internal standards-making bodies.

-

CE Mark Protected Mark indicating conformance to all EC directive
requirements.
Conformity - Compliance, fulfillment. or satisfaction of specified process,
Seville. or product requirements.

-

EC. Acronym for European Community; consists of : Belgium, Denmark,
France. Germany, Greece Ireland, Italy, Luxembourg, Netherlands, Portugal.
Spain, and United Kingdom.

-

Global certification Acceptance of testing and certification results among
countries so there is a single, transparent global trade environment.

-

lnspection Method for evaluating conformity (to requirements) by testing,
measuring, or observing.

-

IS0 Acronym for International Organization of Standardization; consists of
ninety-one national signatories; ANSI is U.S. representative.
IS09000 - Formal standard title and application scope is "Quality
Management and Quality Assurance Standards: Guidelines for Selection and
Use."

-

IS09001 Formal standard title and application scope is "Quality Systems:
Model for Quality Assurance in DesignlDevelopment, Production, Installation,
and Servicing."
IS09002 - Formal standard title and application scope is "Quality Systems:
Model for Quality Assurance in Products and Installation."

-

IS09003 Formal standard title and application scope is "Quality Systems:
Model for Quality Assurance in Final lnspection and Test."
IS09004 - Formal standard title and application scope is "Quality
Management and Quality System Elements Guidelines.

-

Quality Multiple definitions include ( I ) satisfied customer; (2)ability t o
comply with requirements; and (3) stable processes, etc.

-

Quality audit Same as quality systems audit; conformance assessment
mechanism where third party, usually a registrar, conducts an assessment t o
determine compliance with IS09000 standards

-

Quality system Required processes, procedures, structure, accountabilities.
and resources t o implement Total Quality Management.

-

Registration Also called certification; procedure by which a recognized body
verifies that applicable process, service, or product characteristics conform
t o IS09000 requirements; body maintains lists and ensures capability of its
auditors.

-

Total Quality Management System to use resources economically,
effectivelv.
.- efficientlv so all stakeholders are satisfied:- i m .~ l i e stotal
participation, continuous improvement, and innovation.
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